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DETAILED ACTION 

The Amendments filed on May 18, 2009 has been received and entered. 

Currently, Claims 27-29, 31-44, 48-50, 52 are pending. Claims 27-29, 35-37, 39, 
41-44, 48-50, 52 are examined on the merits. Claims 1-26, 30, 45-47, 51 are canceled. 
Claims 31-34, 38, 40 are withdrawn. 

Election/Restrictions 

Applicant's election without traverse of Group I (Claims 27-30, 35-37, 41-44, 48- 
50, newly added 52) and the species plant in the reply filed on Jan. 18, 2007 is 
acknowledged. 

Response to Arguments 

Applicant's arguments with respect to claims 27-29, 35-37, 39, 41-44, 49, 52 
have been considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States. 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

Claims 27-28, 35-37, 39, 41-44, 48-49 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 1 03(a) as obvious over Yaron et al. 
(1992, J Agric Food Chem, 40: 1316-1320) as evidenced by Ro et al. (2000, J Pharm 
Exper Therap, 292: 1 1 4-1 21 ) and Madis et al. (US 4861 761 ). 

The claims are drawn to a composition comprising isolated polysaccharides from 
aloe as the active ingredient therein comprising amount ranges of naturally occurring d- 
mannose, D-glucose, and other monosaccharide therein, within a product-by-process 
claim. 

Yaron et al. teaches aloe vera gel isolated by centrifugation (Materials and 
Methods, Preparation of Aloe vera gel), where the polysaccharide is made of 60.2% 
mannose, 22.2% glucose, and 1 .6% galactose (Table 1 ). Low molecular weight sugars 
and quinones were removed by dialysis (Materials and Methods, Chemical Analysis). 
Galactose is a monosaccharide. Aloe has been used in topical treatment of injured 
skin, diseases of the digestive tract, folk medicine, cosmetic and health foods 
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(Introduction, left column, paragraph 1). Negative charged polysaccharides are present 
in aloe because Ro et al. teaches aloe vera was purified by recovering negatively 
charged proteins by ulrafiltration and anion exchange column (page 115, left column 
last paragraph and right column, line 5). Aloe extracts contain molecular weight higher 
than 50 KD because Madis et al. teaches aloe isolate have molecular weight of about 
70 KD (Abstract). 

The cited reference teaches a composition consisting of (or consisting essentially 
of) an extract of aloe as the active ingredient therein which appears to be identical to 
(and thus anticipate) the presently claimed aloe extract composition (including 
inherently comprising the instantly claimed levels of mannose, glucose and 
monosaccharide, as well as the naturally-occurring negative charges and molecular 
weights) since both were prepared using similar aloe extraction and filtration process 
concentration steps, and both demonstrate the same/similar activity with respect to 
medicinal treatments, commercial cosmetic and health foods. Consequently, the 
instantly claimed aloe extract composition appears to be anticipated by the cited 
reference. 

In the alternative, even if the claimed aloe composition is not identical to the 
referenced aloe extract composition with regard to some unidentified characteristics, the 
differences between that which is disclosed and that which is claimed are considered to 
be so slight that the referenced aloe composition is likely to inherently possess the 
same characteristics of the claimed aloe composition particularly in view of the similar 
characteristics which they have been shown to share. Thus, the claimed aloe 
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composition would have been obvious to those of ordinary skill in the art within the 
meaning of USC 103. Further, if not anticipated, the result-effective adjustment of 
particular conventional working conditions (e.g., forming a tablet or other commonly 
employed oral pharmaceutical form comprising a result-effective amount of the aloe 
extract beneficially taught by Yaron therein) is deemed merely a matter of judicious 
selection and routine optimization which is well within the purview of the skilled artisan. 

Accordingly, the claimed invention as a whole was at least prima facie obvious, if 
not anticipated by the reference, especially in the absence of sufficient, clear, and 
convincing evidence to the contrary. 

Please note that the Patent and Trademark Office is not equipped to conduct 
experimentation in order to determine whether the levels of polysaccharide within 
Applicant's aloe extract differ and, if so, to what extent, from the levels within the red 
leaf extract disclosed by the cited reference. Therefore, with the showing of the 
reference, the burden of establishing non-obviousness by objective evidence is shifted 
to the Applicants. 

Please also note that "the patentability of a product does not depend upon its 
method of production. If the product in [a] product-by-process claim is the same as or 
obvious from a product of the prior art, [then] the claim is unpatentable even though the 
prior [art] product was made by a different process." In re Thorpe, 227 USPQ 964, 966 
(Fed. Cir. 1985). Once the examiner provides a rationale tending to show that the 
claimed product appears to be the same or similar to that of the prior art, although 
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produced by a different process, the burden shifts to applicant to come forward with 
evidence establishing an unobvious difference between the claimed product and the 
prior art product. In re Marosi, 218 USPQ 289, 292 (Fed. Cir. 1983). 



Claim Rejections - 35 USC § 103 



The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 27-29, 35-37, 39, 41-44, 49, 52 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Qiu et al. (US 6133440) in view of Strickland et al. (US 
5824659), Yaron et al. (1992, J Agric Food Chem, 40: 1316-1320) and Ro et al. (2000, 
J Pharm ExperTherap, 292: 114-121). 

Qiu et al. teaches a composition of matter comprised primarily (>95%) of 



polysaccharides derived from Aloe, where the polysaccharides have average molecular 
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weight of 70-80 kDa with a range between 50-200 kDa, and the polysaccharide are 
comprised of D-galactose (approx. 5% or less), D-glucose (approx. 5% or less) and D- 
mannose (approximately 90%) (Claiml ). The composition of matter from Aloe species 
extracted and filtered (Claim 4). Aloe barbadensis gel was extracted (column 8, line 7). 
Aloe vera is also known as aloe barbadensis (see page 1 , line 2, 
http://www.theqardenhelper.com/aloe-vera.htmi ). Aloe products have been used in 
dermatological applications (column 1, lines 38-39). Aloe extracts have anti- 
inflammatory activity (column 1, lines 42-53). Aloe products are used in cosmetic 
industry to protect skin (column 2, lines 6-7). Galactose is another type of 
monosaccharide. 

However, it does not teach 30-10% D-glucose, the ratio of mannose and glucose, 
positively charged columns. 

Ro et al. teaches aloe vera was purified by recovering negatively charged 
proteins by ulrafiltration and anion exchange column (page 115, left column last 
paragraph and right column, line 5). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use positively charged column because aloe vera contain 
negatively charged proteins as taught by Ro et al. One would have been motivated to 
isolate negative charged polysaccharides for the expected benefit of purifying negative 
charged molecules. Absent evidence to the contrary, there would have been a 
reasonable expectation of success in making the claimed invention from the combined 
teachings of the cited references. 
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As for the concentrations, Strickland et al. teaches polysaccharide from aloe 
extract is about 7% glucose, about 85% mannose, and about 4% galactose (Abstract). 
The dominant polysaccharide of Aloe barbadensis is glucomannan, which has glucose 
to mannose ratio of 1 :4.5 (column 4, lines 39-31 , 41 ). 

As for the concentrations, Yaron et al. teaches aloe vera gel isolated by 
centrifugation (Materials and Methods, Preparation of Aloe vera gel), where the 
polysaccharide is made of 60.2% mannose, 22.2% glucose, and 1 .6% galactose (Table 
1)- 

MPEP 2144.05 Obviousness of Ranges 
II. OPTIMIZATION OF RANGES 

A. Optimization Within Prior Art Conditions or Through Routine Experimentation 
Generally, differences in concentration or temperature will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration or temperature is critical. "[Wlhere the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges 
bv routine experimentation." In re Alien 220 F.2d 454. 456. 105 USPQ 233. 235 (CCPA 
1 955) (Claimed process which was performed at a temperature between 40°C and 80°C 
and an acid concentration between 25% and 70% was held to be prima facieobvious 
over a reference process which differed from the claims only in that the reference 
process was performed at a temperature of 100°C and an acid concentration of 10%.); 
see also Peterson, 315 F.3d at 1330, 65 USPQ2d at 1382 ("The normal desire of 
scientists or artisans to improve upon what is already generally known provides the 
motivation to determine where in a disclosed set of percentage ranges is the optimum 
combination of percentages."); In re Hoeschele, 406 F.2d 1403, 160 USPQ 809 (CCPA 
1969) (Claimed elastomeric polyurethanes which fell within the broad scope of the 
references were held to be unpatentable thereover because, among other reasons, 
there was no evidence of the criticality of the claimed ranges of molecular weight or 
molarproportions.). For more recent cases applying this principle, see Merck & Co. Inc. 
v. Biocraft Laboratories Inc., 874 F.2d 804, 10 USPQ2d 1843 (Fed. Cin), cert, denied, 
493 U.S. 975 (1989); In re Kulling, 897 F.2d 1147, 14 USPQ2d 1056 (Fed. Cin 1990); 
and In re Geisler, 116 F.3d 1465, 43 USPQ2d 1362 (Fed. Cin 1997). 



Application/Control Number: 10/500,390 Page 9 

Art Unit: 1655 

Thus, through routine experimentation, "[t]he normal desire of scientists or 
artisans to improve upon what is already generally known provides the 
motivation to determine where in a disclosed set of percentage ranges is the 
optimum combination of percentages." In other words, the claimed amounts 
were well within the purview of the ordinary artisan at the time the invention was 
made in an effort to optimize the desired results. 

Conclusion 



Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Contact Information 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Catheryne Chen whose telephone number is 571-272- 
9947. The examiner can normally be reached on Monday to Friday, 9-5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Catheryne Chen 
Examiner Art Unit 1655 



/Michael V. Meller/ 

Primary Examiner, Art Unit 1655 
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